Nondi agnosti ¢ General Health Assessnent
Section 4: Section 1244 is added to the Busi ness and Professions code to
r ead:

1244. (a) Nothing in this chapter shall restrict, linmt, or prevent
a program of nondi agnostic general health assessnent provided that:

(1) The program neets the requirenments of Section 1265 and
conplies with the requirenents of CLIA.

(2) The purpose of the programis to refer individuals to |icensed
sources of care as indicated.

(3) The programutilizes only those devices that conply with al
of the foll ow ng:

(A) Meet all applicable state and federal performance standards
pursuant to Section 111245 of the Health and Safety Code.

(B) Are not adulterated as specified in Article 2 (comencing with
Section 111250) of Chapter 6 of Part 5 of Division 104 of the Health
and Safety Code.

(C) Are not msbranded as specified in Article 3 (conmencing wth
Section 111330) of Chapter 6 of Part 5 of Division 104 of the Health
and Safety Code.

(D) Are not new devices unless they neet the requirenents of
Section 111550 of the Health and Safety Code.

(4) The program mai ntains a supervisory conmittee consisting of,
at a mninum a licensed physician and surgeon and a | aboratory
technol ogi st licensed pursuant to this chapter

(5) The supervisory comittee for the program adopts witten
protocols that shall be followed in the program and that shal
contain all of the foll ow ng:

(A) Provision of witten information to individuals to be assessed
that shall include, but not be limted to, the follow ng:

(i) The potential risks and benefits of assessnent procedures to
be performed in the program

(ii) The limtations, including the nondi agnostic nature, of
assessnment exam nations of biol ogical specinens perforned in the
program

(iii) Information regarding the risk factors or nmarkers targeted
by the program

(iv) The need for followup with licensed sources of care for
confirmation, diagnosis, and treatnent as appropriate.

(B) Proper use of each device utilized in the programincl uding
the operation of analyzers, nmintenance of equi pnent and suppli es,
and performance of quality control procedures including the
determ nati on of both accuracy and reproducibility of neasurenents in
accordance with instructions provided by the manufacturer of the
assessnent device used.

(C Proper procedures to be enpl oyed when draw ng bl ood, if bl ood
speci mens are to be obt ai ned.

(D) Proper procedures to be enployed in handling and disposing of
al | biological specinens to be obtained and material contam nated by
t hose bi ol ogi cal speci nens.

(E) Proper procedures to be enployed in response to fainting,
excessi ve bl eedi ng, or other medical energencies.

(F) Reporting of assessnent results to the individual being
assessed.

(G Referral and followp to |licensed sources of care as
i ndi cat ed.



The written protocols adopted by the supervisory comrmittee shal
be mmintained for at |east one year follow ng conpletion of the
assessnment program during which period they shall be subject to
revi ew by department personnel and the local health officer or his or
her designee, including the public health |aboratory director

(b) I'f skin puncture to obtain a bl ood specinen is to be perforned
in a program of nondi agnostic general health assessnent, the
i ndi vi dual performng the skin puncture shall be either

(1) Authorized to perform skin puncture under this chapter

(2) Any person who possesses a statenent signed by a licensed
physi ci an and surgeon that attests that the naned person has received
adequate training in the proper procedure to be enployed in skin
punct ure.

(c) A program of nondi agnostic general health assessnent that
fails to neet the requirenments set forth in subdivisions (a) and (b)
shal | not operate.

(d) For purposes of this section, "skin puncture" neans the
collection of a blood specimen by the finger prick nethod only and
does not include venipuncture, arterial puncture, or any other
procedure for obtaining a bl ood specinen.

(e) Nothing in this chapter shall be interpreted as prohibiting a
licensed clinical laboratory fromoperating a program of
nondi agnosti c general health assessment provided that the clinica
| aboratory conplies with the requirenents of this section

1244.1. Thirty days prior to operating a program of nondi agnostic
general health assessnment, the entity or person operating that
program shall file the foll owi ng docunmentation with the local health
officer in each county in which the program shall operate

(a) The location of the program the type and kind of
nondi agnosti ¢ general health assessnents being conducted, the dates
and times of operation of programs, and evidence that the program
shal |l be operated in conpliance with Section 1244.

(b) The local health officer shall be notified in witing of any
changes to occur in locations, dates, or tines indicated in the
docunentation required in subdivision (a). The local health officer
shall be notified of any changes at |east 24 hours prior to the
program operating at the different |locations, dates, or tinmes.

1244.3. Responsibility for enforcement of Sections 1244 and 1244.1
shall be with the local health officer or his or her authorized
designee, including public health |laboratory directors. Nothing in
this section shall prevent the departnent from using any necessary
enforcenent actions for the protection of the public health and
safety.

1244.4. Any fee for the filing of docunentation and rel at ed
enforcenent activities pursuant to Section 1244, 1244.1, and 1244.3
shal | be determ ned by the | ocal enforcenent agency and shall not
exceed one hundred dollars ($100) except that those fees shall be

adj usted annual ly by any annual increase in the California Consuner
Price Index as determined pursuant to Section 2212 of the Revenue and
Taxation Code. Al noneys collected as fees pursuant to this

section shall be deposited in the appropriate city, county, or city
and county treasury and shall only be expended in carrying out
Sections 1244, 1244.1, and 1244.3.



